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DOH/PPA/…CON#1508-032                                                                Tennova LaFollette Medical Center 
                                                                                                Extra-Corporeal Shock Wave Lithotripsy Services 

CERTIFICATE OF NEED 
REVIEWED BY THE DEPARTMENT OF HEALTH 

DIVISION OF POLICY, PLANNING AND ASSESSMENT 
615-741-1954 

 
DATE: October 31, 2015 
  
APPLICANT: Tennova Lafollette Medical Center 
 923 East Central Avenue 
 LaFollette, Tennessee 37766 

 
CN1508-032 

  
CONTACT PERSON: Jerry Taylor, Esquire 
 501 Union Street, Suite 2300 
 Nashville, Tennessee 37219 
  
COST: $440,203 
In accordance with Section 68-11-1608(a) of the Tennessee Health Services and Planning Act of 
2002, the Tennessee Department of Health, Division of Policy, Planning, and Assessment, reviewed 
this certificate of need application for financial impact, TennCare participation, compliance with 
Tennessee’s State Health Plan, and verified certain data.  Additional clarification or comment 
relative to the application is provided, as applicable, under the heading “Note to Agency Members.” 
 
SUMMARY: 
The applicant, Tennova Healthcare LaFollette Medical Center, (TH-LMC) located at 923 East Central 
Avenue, LaFollette (Campbell County); Tennessee seeks Certificate of Need (CON) approval for the 
initiation of extracorporeal shockwave lithotripsy services through use of a leased mobile lithotripsy 
unit on a part-time basis on the hospital campus.  The applicant seeks authorization for up to three 
days per week.  The services will be provided in existing space and no construction will be 
involved. 
 
The hospital is owned by Campbell County HMA, LLC.  It is affiliated through several subsidiaries 
with Community Health Systems, Inc.  An organizational chart is provided in Attachment B, I. 
 
The total project cost is $440,203 and will be funded through operating revenues or, if necessary, 
through cash reserves of Community Health Systems, Inc. 
 
This application has been placed on the Consent Calendar.  Tenn. Code Ann. § 68-11-1608 Section 
(d) states the executive director of Health Services and Development Agency may establish a date 
of less than sixty (60) days for reports on applications that are to be considered for a consent or 
emergency calendar established in accordance with agency rule.  Any such rule shall provide that, 
in order to qualify for the consent calendar, an application must not be opposed by any person 
with legal standing to oppose and the application must appear to meet the established criteria for 
the issuance of a certificate of need.  If opposition is stated in writing prior to the application being 
formally considered by the agency, it shall be taken off the consent calendar and placed on the 
next regular agenda, unless waived by the parties. 
 
 

GENERAL CRITERIA FOR CERTIFICATE OF NEED 
 
The applicant responded to all of the general criteria for Certificate of Need as set forth in the 
document Tennessee’s State Health Plan. 
 
NEED: 
The applicant’s service area includes Campbell, Claiborne, and Scott counties. 
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County 2015 
Population 

2019 
Population 

% Increase or 
(Decrease) 

Campbell 41,357 97,69 0.9% 
Claiborne 33,546 34,496 2.8% 
Scott 22,776 23,145 1.6% 

Total 97,679 99,362 2.2% 
Source:  Tennessee Population Projections 2000-2020, 2013 Revision, and 2013 Joint Annual Report of Home Health Agencies, Tennessee 
Department of Health, Division of Health Statistics 

 
The applicant’s service area accounts for 89% of admissions at TH-LMC. 
 
Currently there is no lithotripsy units located in the three county service area.  The closest units 
are located in Knox and Anderson counties, 45 minutes to an hour drive time away.  TH-LMC has 
not had a urologist on the medical staff until Dr. Sean DeLair relocated his practice from Kentucky 
to LaFollette in August 2015.  Dr. DeLair has significant experience in delivering lithotripsy 
treatments and know from experience the need for lithotripsy services in rural counties. 
 
The applicant reports from 2013-2015, 358 patients with a discharge diagnosis of “possible 
urology” presented and were discharged through TH-LMC’s emergency department per year.  TH-
LMC states not all of these cases were kidney stones or candidates for lithotripsy but some portion 
of these undoubtedly were.  Prior to Dr. DeLair relocating his practice to LaFollette, these patients 
could not be treated at TH-LMC and had to seek treatment in Knox or Anderson counties. 
 
The Tennessee Department of Health calculated the need for lithotripsy in the chart 
 

Extra-Corporeal Shockwave Lithotripsy Need in 2018 
County 2018  

Campbell 54 
Claiborne 44 
Scott 30 

Total 128 
  Tennessee Department of Health, Division of Policy, Planning, and Assessment 
 
The Tennessee Department of Health analyzed hospital discharge data to identify the total number 
lithotripsy patients in 2013 from Campbell, Claiborne, and Scott counties. 

 
Extra-Corporeal Shockwave Lithotripsy Visits in 2013 

County 2018  
Campbell 81 
Claiborne 14 
Scott 36 

Total 131 
Tennessee Department of Health, Division of Policy, Planning, and Assessment 

 
TH-LMC projects 165patients in year one and 180 patients in year two. 
 
TENNCARE/MEDICARE ACCESS: 
TH-LMC participates in both the Medicare and Medicaid programs.  The applicant contracts with 
BlueCare, United Healthcare Community Plan, and TennCare Select. 
 
The applicant projects Medicare revenues of $305,521 or 59.5% of gross revenues and TennCare 
revenues of $90,372 or 17.6% of gross revenues in year one. 
 
ECONOMIC FACTORS/FINANCIAL FEASIBILITY: 
The Department of Health, Division of Policy, Planning, and Assessment have reviewed the Project 
Costs Chart, the Historical Data Chart, and the Projected Data Chart to determine if they are 
mathematically accurate and if the projections are based on the applicant’s anticipated level of 
utilization.  The location of these charts may be found in the following specific locations in the 
Certificate of Need Application or the Supplemental material: 
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 Project Costs Chart:  The Project Costs Chart is located on page 24 of the application.  
The total project cost is $440,203. 

 
 
Historical Data Chart: The Historical Data Chart is located on 27 0f the application.  The 
applicant reports 2,359, 2,586, and 2,416 admissions in 2012, 2013, and 2014, respectively; 
with net operating revenues of $5,608,800, $7,422,408, and $7,513,932 each year. 
 

 
Projected Data Chart: The Projected Data Chart is located in Supplemental 2, page R31.  
The applicant projects 165 and 180 in years one and two with net operating revenues of 
$94,277.70 and $102,848.40 each year, respectively. 

 
The applicant’s gross charge for lithotripsy is $9,337.61, with an average deduction of $6,225.61, 
resulting in a net charge of $3,112.00 
 
TH-LMC identified no other cost effective alternative.  The leased part-time service agreement calls 
for a fixed payment per procedure by the hospital to the vendor.  The proposal requires little or no 
out of pocket capital expenditures and can financially sustain itself through operating revenues. 
 
CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTHCARE: 
The applicant has contracts with Team Health for Emergency Department coverage, Resource 
Anesthesia for CRNA coverage, Innovative Pathologists, Abercrombie for Radiology, Healogics for 
Wound Care, and a transfer agreement with University of Tennessee Medical Center. 
 
The project will have a positive effect on the healthcare system.  There are currently no lithotripsy 
providers in the three county service area. 
 
The applicant will utilize current hospital; staff which includes .32 FTE RN, .32 Surgical Tech, and 
.32 FTE CRNA. 
 
TH-LMC has training affiliations with numerous educational institutions.  These are listed on page 
36 of the application. 
 
TH-LMC is licensed by the Tennessee Department of Health, Board for Licensing Healthcare 
Facilities and accredited by Joint Commission. 
 

SPECIFIC CRITERIA FOR CERTIFICATE OF NEED 
 
The applicant responded to all relevant specific criteria for Certificate of Need as set forth in the 
document Tennessee’s State Health Plan. 
 
 

CERTIFICATE OF NEED STANDARDS AND CRITERIA  
EXTRA-CORPOREAL SHOCK WAVE LITHOTRIPSY SERVICES  

 
 
Standards and Criteria 
 

1. Determination of Need: The need for ESWL services is determined by applying the 
following formula:  

 
N = (U x P) + O  
N = number of ESWL services procedures needed in a Service Area;  
U = latest available Tennessee use rate (number of procedures performed per 1,000 
population in the state as determined by the Tennessee Department of Health);  
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P = projection of population (in thousands) in the service area as determined by the 
Tennessee Department of Health for Tennessee counties and the United States Census 
Bureau for non-Tennessee counties; and  
O = the number of out-of-state resident procedures performed within the applicant’s 
Service Area in the same time frame used to determine U based upon publically reported 
data. The applicant should document the methodology used to count volume in out-of-
state resident procedures and, if different from the definition of “procedure” described in 
these standards and criteria, should distinguish out-of-state procedures from in-state 
cases.  
The need shall be based upon the Service Area’s current year’s population projected three 
years forward. 
 
The Tennessee Department of Health calculated the need for lithotripsy below. 

 
Extra-Corporeal Shockwave Lithotripsy Need in 2018 

County 2018  
Campbell 54 
Claiborne 44 
Scott 30 

Total 128 
  Tennessee Department of Health, Division of Policy, Planning, and Assessment 
 

2. Minimum Volume Standard: Applicants proposing to acquire and operate an ESWL 
services unit must project a minimum utilization of at least 250 procedures per year by the 
third year of operation, based on full-time use of an ESWL unit. The applicant must also 
document and provide data supporting the methodology used to project the patient 
utilization. An application to provide ESWL services on a part-time basis shall convert its 
projected use to that of a full-time equivalent ESWL unit.  
 
The applicant seeks authorization three days per week.  The pro-rated minimum is 150.  
The applicant projects 165 in year one. 
 

3. Current Service Area Utilization: The applicant should document that all existing 
providers of ESWL services within the proposed Service Area each performed at least 300 
ESWL procedures per year during the most recent 12 month period for which data are 
available. The utilization by ESWL units that operate on a part-time basis shall be 
converted to that of a full-time equivalent ESWL unit. To characterize existing providers 
located within Tennessee, the applicant should use data provided by the Health Services 
and Development Agency. To characterize providers located outside of Tennessee, the 
applicant should use publicly available data, if available, and describe in its application the 
methodology these providers use to count volume.  

 
There are no lithotripsy providers in the three county service area. 
 
In addition, the applicant should provide the HSDA with a report of patient destination for 
ESWL services based on the most recent 12 months of publicly reported data. This report 
should list all facilities that provided ESWL services to residents of the proposed Service 
Area and the number of ESWL procedures performed on residents of the Service Area for 
each facility. The Tennessee Department of Health will assist applicants in generating this 
report utilizing the HDDS. 
 

  The applicant provides this information in Supplemental 1. 
 
4. Adverse Impact on Existing Providers: An application for ESWL services should not be 

approved if the new program will cause the annual caseload of existing ESWL programs 
within the Service Area to drop below an average of 300 procedures. The utilization by 
ESWL units that operate on a part-time basis shall be converted to that of a full-time 
equivalent ESWL unit. The patient origin study conducted for Standard 2, an analysis of 
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patient origin data collected for Standard 3, and the referral data documented for Standard 
3 should be used to determine whether such an adverse impact on existing providers is 
likely to occur. 

 
There are no lithotripsy providers in the three county service area. 

 
5. Adequate Staffing and Services: The applicant should document a plan for recruiting 

and maintaining a sufficient number of qualified professional and technical staff to provide 
the ESWL services and must document the following:  

 
a. The existence of an active radiology service and an established referral urological 
practice;  

 
 The applicant complies. 
 

b. The availability within 90 minutes’ drive time of acute inpatient services for patients who 
experience complications; and  

 
The University Of Tennessee Medical Center is 48 minutes away and Oak Ridge Medical 
Center is 49 minutes away. 
 
c. The fact that all individuals using the equipment meet the training and credentialing 
requirements of the American College of Surgeons’ Advisory Council for Urology.  

 
 The applicant complies. 
 

The applicant should also document an ongoing educational plan for all staff included in 
the ESWL services program.  

 
 

Dr. Sean DeLair is a Board Certified urologist.  Additionally, letters from numerous 
physicians attached to the application attesting to the need for a local lithotripsy 
service. 
 
The equipment vendor provides a radiologic technician trained in lithotripsy. 
 

6. ESWL Equipment: Only applications that provide for the provision of ESWL services 
using equipment that has been approved by the United States Food and Drug 
Administration for clinical use shall be approvable. 

 
The applicant complies. 
 

7. Quality Control and Monitoring: The applicant should identify and document its 
intention to participate in a data reporting, quality improvement, outcome monitoring, and 
peer review system that benchmarks outcomes based on national norms. The system 
should provide for peer review among professionals practicing in facilities and programs 
other than the applicant.  
 
The applicant complies. 
 

8. Data Requirements: Applicants should agree to provide the Department of Health 
and/or the HSDA with all reasonably requested information and statistical data related to 
the operation and provision of services and to report that data in the time and format 
requested.  As a standard of practice, existing data reporting streams will be relied upon 
and adapted over time to collect all needed information. 

 
The applicant so agrees. 
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9. Transfer and/or Affiliation Agreements: If an applicant is not a designated Level 1 
trauma center, an applicant must document an acceptable plan for the development of 
transfer and/or affiliation agreements with hospitals in the service area (this criterion does 
not preclude the development of transfer agreements with facilities outside the applicant’s 
Service Area). 
 
The applicant has a transfer agreement with University of Tennessee Medical Center. 
 

10. Access: In addition to the factors set forth in HSDA Rule 0720-11-.01 (1) (listing the 
factors concerning need on which an application may be evaluated), the HSDA may choose 
to give special consideration to an applicant:  

 
a. That is offering the service in a medically underserved area as designated by the United 
States Health Resources and Services Administration;  

 
 All three counties in the service area are MUA. 
 

b. That documents that the service area population experiences a prevalence and/or 
incidence of urinary stones or other clinical conditions applicable to extra-corporeal shock 
wave lithotripsy services that is substantially higher than the State of Tennessee average; 
or  

 
 The three counties have a higher lithotripsy use rate than the statewide use rate. 
 

c. That is a “safety net hospital” as defined by the Bureau of TennCare Essential Access 
Hospital payment program.  

 
 TH-LMC is not a safety net hospital. 


